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DETAILED ACTION 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

1. Claims 1-3, 5, 7, 120-122, 130-132, 134-136, 143-145, 147-152, 155, and 157 are 

rejected under 35 U.S.C. 102(b) as being anticipated by MacNeill 4,346,869. Regarding 
claims 1-3, 120-122, 135, and 136 MacNeill discloses a tube clamp containing: a first 
arm 12, and a second arm 14 that is disposed opposite to the first arm and having an end 
connected to an end of the first arm to define an opening. The arms are capable of 
securing tissue between the arms. The anchoring portion is element 32. 



2. Regarding claims 5, 131, 1 32, 144, 145, 154, and 155, element 50 is the gripping 
tab. 

3. Regarding claims 7, 134, 147, and 157, the first and second arms substantially 
form a U-shape. 

4. Regarding claims 130, 143, and 153, the arm 14, contains a portion that tapers, 
curving away from the gap. 

5. Regarding claims 148 and 149, the projection is element 46. 

6. Regarding claim 150, the projection includes a barb. 

7. Regarding claim 151, element 52 is the second projection. 
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8. Regarding claim 152, the first and second projections are located opposite one 
another. 

9. Claims 1, 6, 120, and 133 are rejected under 35 U.S.C. 102(b) as being anticipated 
by, Klieman et al. (Klieman) US 4,188,953. Klieman discloses a clip with two arms that 
define a gap therebetween. The clip may be made of bioabsorbable material [Column 3, 
lines 6-12]. 

10. Claims 120, 123-127, 135-140, 146, 148, and 156 rejected under 35 U.S.C. 102(b) 
as being anticipated by Jewusiak US 4,424,810. 

1 1. Regarding claims 120, 135, 136, 146, 148, and 156, Jewusiak discloses a two- 
armed clip that has a projection in the gap between the arms. The clip is absorbable. The 
projection is element 15. Element 15 can be alternatively interpreted as the anchoring 
portion. 

12. Regarding claims 123, 125, 126, 127, 137-140, the anchoring portion has two 
projections 15 & 25 and the projections are located opposite each other. 

13. Regarding claim: 124 and 138, the projection includes a portion in the shape of a 
barb. Element 15 is in the shape of a barb. 

14. Claims 1, 4, 120, 121, 128, 129, 135, 141, and 142 are rejected under 35 U.S.C. 
102(b) as being anticipated by Cerwin et al. (Cerwin) US 4,449,531. Cerwin discloses a 
clip with an anchoring portion and a fixation hole. The anchoring portion has a pin [Fig. 

n 
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15. Claims 1, 120, 135, 148, 149, and 158-167 are rejected under 35 U.S.C. 102(b) as 
being anticipated by US Patent No. 5,766,189 to Matsuno. Regarding Claims 1, 120, 
135, 148, 158, 159, 162, Matsuno discloses a clip (2) having two arms (2A, 2B), abridge 
(2d) [see Fig. IB], and a structure (2f) on each arm, which prevents the clip from sliding, 
laterally (a direction perpendicular to the longitudinal axis of the clip) after being applied 
to tissue [Column 6, lines 36-40]. The clip is applied internally in the body [Column 1, 
lines 6-7] and is capable of being inserted through the esophagus to be applied to the 
fundus. 

16. Regarding Claims 160, 161, and 163 structure (2f) includes a plurality of 
"protrusions," which well each protrude into the tissue and prevent rotation. They will 
prevent rotation in two ways: first, by gouging into the tissue at multiple places, the clip 
will become stuck in the tissue; second, because there are two rows of "protrusions" (2f) 
on each arm [see Fig. 4] the protrusions will balance any force applied about the 
longitudinal axis, and prevent rotation. 

17. Regarding claims 164-167, Matsuno's clip is permanently implantable [Column 
1, lines 5-14]. 

Conclusion 

18. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

U.S. Patent No. 5,207,692 A to Kraus et al. 
U.S. Patent No. 4,889,1 19 to Jamiolkowski et al. 
U.S. Patent No. 4,402,445 to Green 
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U.S. Patent No. 4,835,824 to Durham et al. 
U.S. Patent No. 5,022,126 to Davis 

Response to Arguments 

19. Applicant's arguments, see "REMARKS" pages 1 and 2, filed September 10, 
2004, with respect to the rejection under 35 U.S.C. 1 12 and the new matter objection 
have been fully considered and are persuasive. The rejection of claims 158-163 under 35 
U.S.C. 1 12 has been withdrawn. 

20. Applicant's arguments filed with regards to the rejection under 35 U.S.C. 102(b) 
(MacNeil, Klieman, Jewusiak, and Cerwin) have been fully considered but they are not 
persuasive. Applicant argues that MacNeil, Jewusiak, and Cerwin fail to disclose 
securing a fold of tissue ["REMARKS", page 14, first paragraph] and therefore do not 
anticipate the claimed invention. Examiner contends that each of the prior art clips have 
all of the physical structure of the claimed clip, and are capable of clamping body tissue. 

Regarding clamping "in substantially the same direction as the fold of tissue", 
Examiner contends that the prior art clips are each capable of this function. A fold of 
tissue has many "directions" — in the plane of the fold and outside the plane of the fold. 
For example, Jewusiak' s clip is shown clipping "in the direction of a fold of tissue in Fig. 
2. However, this same clip can be rotated to clamp the vessel (or other folds/sections of 
tissue) in many different ways. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradford C Pantuck whose telephone number is (571) 
272-4701. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
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November 5, 2004 



ANHTUAN T.NGUYEN 
PRIMARY EXAMINER 
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